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PROCEEDINGS 

(In open court, outside the presence of 
the jury:) 

THE MINUTE CLERK: 

All rise, please. Recess is over. 

Court will come to order. You may be seated. 

THE COURT: 

Doctor, please step out of the 
courtroom, if you will. 

THE WITNESS: 

I beg your pardon? 

THE COURT: 

Please step out of the courtroom. 

(Whereupon the witness is excused at 
this time.) 

THE COURT: 

I convened court before asking the 
jurors to come back in because Mr. Bruno 
indicated to me he wanted to raise a matter 
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before the testimony started. And I told him 
I'd give him an opportunity to do that. 

Mr. Bruno? 

MR. BRUNO: 

Thank you. Judge. 

I know this is a request for a 
prospective ruling, but I think that the 
circumstances allow it at least to be 
considered. 

The witness testified very clearly and 
very concisely that he did not consider the 
Bourgeois factors in connection with any of 
his opinions in this case, one. 
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Two, his expert report does not discuss 
any of the Bourgeois factors. The only way 
then that this witness gets to talk about it 
is if there's somehow or another some rule 
that would allow them to change this expert's 
opinion and/or his report. 

So, Judge, it seems to me and I move for 
an order prohibiting the witness from 
testifying at all about the Bourgeois factors 
as they relate to the medical tests proposed 
by the plaintiffs as being compliant with the 
Bourgeois factors. 

MR. WILLIAMS: 

Your Honor, — 

THE COURT: 

Before you say anything, Mr. Williams, 
let me make this comment. 

The Bourgeois factors are a collection 
of conditions that came out of the Supreme 
Court opinion. They deal with substantive 
issues. The rules for this trial are that 
issues contained in the report can be 
discussed during the testimony, issues not 
contained in the report cannot be discussed 
in the testimony. 

If the substantive matters that are 
contained in the Bourgeois factors appear in 
the report, can he not be questioned about 
them? 

MR. BRUNO: 

Absolutely. This is the problem. He 
uses, as his yardstick, a standard which is 
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inconsistent with the Bourgeois factors. 

THE COURT: 

That's not the issue. The issue is 
whether he can be questioned about the 
Bourgeois factors. And I think the rules 
that I've established answer your question, 
Mr. Bruno. 

If the substance of the inquiry is a 
Bourgeois factor but the subject of the 
inquiry is contained in his report, I think 
he can testify and answer that question. 

MR. BRUNO: 
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I understand. 

THE COURT: 

And it would seem to follow that if the 
substance of the inquiry is a Bourgeois 
factor but that issue is not in his report, 
then I don't think he can testify about it. 

Mr. Williams? 

MR. WILLIAMS: 

The substantive matters are in his 
report, just as Your Honor said. I'm not 
going to address it any further. 

THE COURT: 

Okay. 

Bring the jurors in, please. 

MR. SCHNEIDER: 

Dr. Louria can return? 

THE COURT: 

Oh, yes. Yes. I'm sorry. We need him. 

We are missing one juror, so we will 
recess until the juror gets here. I'll send 
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word when I get word that the jurors are all 
here. 

(Whereupon a brief recess was taken at 
this time from 1:12 o'clock p.m. to 1:14 
o'clock p.m.) 

THE BAILIFF: 

All rise for the jurors, please. 

(Whereupon the jury joins the 
proceedings at this time.) 

THE LAW CLERK: 

All rise. Recess is over. 

THE COURT: 

Please be seated. 

For the record, the witness has been 
qualified by The Court as an expert in 
preventative medicine, as an expert in 
internal medicine, as an expert in disease 
prevention, as an expert in infectious 
diseases, as an expert on the current 
scientific and medical recommendations 
regarding screening for lung cancer, COPD, 
heart disease and bladder cancer. 

Mr. Williams, are you ready to proceed 
with your direct? 

MR. WILLIAMS: 

Yes, I am. Your Honor. Good afternoon. 

Good afternoon, ladies and gentlemen. 

THE JURY: 

Good afternoon. 

DIRECT EXAMINATION 

BY MR. WILLIAMS: 

Q. Dr. Louria, now that you've been accepted 
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by The Court as an expert, let me ask you: As a 
medical doctor and based on your fifty years of 
experience in the fields of preventive medicine, 
internal medicine, disease prevention, and based on 
the current scientific and medical recommendations 
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6 on the screening tests at issue here, have you 

7 reached an opinion to a reasonable degree of 

8 scientific and medical certainty as to whether the 

9 class of smokers and former smokers in this case 

10 should be screened for lung cancer, bladder cancer, 

11 coronary heart disease and COPD with the tests that 

12 plaintiffs' lawyers and their experts propose? 

13 A. I have, Mr. Williams. 

14 Q. And, Dr. Louria, I want you to briefly give 

15 us your opinion and briefly summarize them. 

16 First of all, is it reasonably necessary, 

17 according to contemporary scientific and medical 

18 principles, that the class of smokers and former 

19 smokers in this case be screened for lung cancer 

20 with low-dose helical CT scans? 

21 A. We do not have the evidence that supports 

22 using that test in asymptomatic smokers. And on the 

23 basis of what we have, the test would cause more 

24 damage than benefit. Indeed, no benefit has been 

25 demonstrated. 

26 Q. Is it reasonably necessary, according to 

27 contemporary scientific and medical principles, that 

28 the class of smokers and former smokers in this case 

29 be screened for bladder cancer with hematuria tests, 

30 cytology tests and NMP-22 tests? 

31 A. There has been no evidence that those tests 

32 reduce deaths from bladder cancer. This group of 
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1 persons should not be screened with the tests 

2 proposed for bladder cancer. 

3 Q. I want you to assume for my next two 

4 questions that the plaintiffs have told us that 

5 these tests will save lives, okay? 

6 Based on that, is it reasonably necessary, 

7 according to contemporary scientific and medical 

8 principles, that the class of smokers and former 

9 smokers in this case be screened for coronary heart 

10 disease using the exercise stress test? 

11 A. No, it will not save lives and it will do a 

12 lot more harm than potential good. 

13 Q. Is it reasonably necessary, according to 

14 contemporary scientific and medical principles, that 

15 the class of smokers and former smokers in this case 

16 be screened for COPD, that is, chronic bronchitis 

17 and emphysema, using spirometry? 

18 A. For asymptomatic smokers screened with 

19 spirometry, there is zero evidence, absolutely none, 

20 that it would save any lives. 

21 Q. So as to each of those questions and each of 

22 those tests, your answer is "No"? 

23 A. Correct. 

24 Q. Dr. Louria, I'm going to ask for some more 

25 detailed explanations of your opinions later. But 

26 right now I want to ask as an expert in preventive 

27 medicine and internal medicine about special 

28 screening for smokers. 

29 Now, you've already told us that asymptomatic 

30 people, that's who screening is for? And that's by 

31 universal definition; is that right? 

32 A. That's correct. 
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Q. Let's look at the class definition. And I'd 

like to call up DDA-2108. 

MR. BRUNO: 

No objection. Your Honor. 

EXAMINATION BY MR. WILLIAMS: 

Q. Actually, to be clear, this is the portion of 

the class definition relating to the medical 
monitoring and medical screening. 

Have you read that before. Doctor? 

A. I've seen it. 

Q. Let's look at it. 

You can have symptomatic or asymptomatic 
smokers in this — I mean, smokers and former 
smokers in this definition; couldn't you? 

A. You could. 

Q. Now, symptomatic means you have signs or 

symptoms of a disease; right? 

A. That is correct. 

Q. Now, do symptomatic class members need 

screening for the disease that their symptoms could 
be caused by? 

A. No. By definition, they're beyond screening. 

Screening is for asymptomatic people to figure out 
who has a disease or risk factors for the disease. 

So if they're symptomatic, that takes them out of 
screening. And, obviously, they should consult with 
a healthcare provider to see if anything can be done 
about the symptoms. 

Q. And for a person with symptoms, whether 

they're a smoker, a former smoker or a never-smoker, 
the test to diagnose the condition would be the same 
for the same signs or symptoms, regardless; is that 
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right? 

A. I'm sorry. I don't quite understand that. 

Q. It wouldn't matter, if you're symptomatic, if 

you have signs of disease — 

A. Right. 

Q. — it doesn't matter whether you're a smoker 

or a nonsmoker, you need a diagnosis? And it's the 
same if it's the same symptoms, whether you're a 
smoker or a nonsmoker? 

A. Oh, I see. I see. 

Is the workup of the nonsmoker the same as 
the smoker, given symptoms — 

Q. Exactly. 

A. — the same symptoms? 

Sure, it is. 

Q. So when we talk about screening or 

monitoring, we're talking about asymptomatic smokers 
and former smokers; is that right? 

A. That's all I'm here to talk about. 

Q. And that's what screening is about? 

A. That's what screening is about. 

Q. Now, is that an important distinction we need 

to make here? Folks with symptoms on one hand and 
signs of the disease on one hand and asymptomatic 
people on the other hand? 

A. Oh, sure. 
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27 Q. Why is that so important here? 

28 A. Because the issue, the major issue is 

29 screening, which is called by some in this case 

30 monitoring, that is, for people without symptoms, in 

31 an attempt to either prevent the disease entirely or 

32 to catch it so early that it can't do them any more 
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1 harm. 

2 Once they have symptoms, they already have 

3 the disease. And then the approach is entirely 

4 different. I mean, you see your healthcare 

5 provider, you figure out what the symptoms are, what 

6 the tests are that you need and what the treatment 

7 should be, if there is any for it. 

8 Q. And there's nothing to screen for at that 

9 time? At least not for that disease; isn't that 

10 right? 

11 A. Oh, of course not. Of course not. 

12 Q. Let's talk about the asymptomatic smokers and 

13 former smokers. Dr. Louria. 

14 Is there any major medical authority or 

15 organization in the United States that recommends as 

16 medically necessary any special screening test for 

17 asymptomatic people just because they're smokers or 

18 former smokers? 

19 A. None that I know of. And, certainly, not any 

20 of the four that is being proposed. 

21 Q. As an expert in preventive medicine and 

22 disease prevention, are any of the tests identified 

23 by the plaintiffs recommended by any major medical 

24 authority for screening persons simply because they 

25 are smokers and former smokers? 

26 A. By that, you mean screening policy groups 

27 like the U. S. Preventive Services Task Force? 


28 

Q. 

Exactly. 

29 

A. 

Or even us? 

30 

Q. 

Exactly. 

31 

A. 

The answer is "No." 

32 


And that applies to every single one of the 
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1 tests that's being proposed. I don't know any, any 

2 major group in screening that recommends that any of 

3 these tests be done. 

4 Q. Based on your fifty years of experience, are 

5 any of the tests proposed by plaintiffs, the CT 

6 scan, the stress test, the spirometry test or the 

7 urine test, medically necessary for a person just 

8 because he or she smokes? 

9 A. I regard these four tests as ranging from 

10 useless to potentially disastrous to this 

11 population. 

12 Q. So are you saying that no major medical 

13 organization or any other expert organization 

14 recommends these tests for smokers or former 

15 smokers? 

16 A. Their views range from no recommendation at 

17 all one way or another to don't do it. 

18 Q. Doctor, I want to talk about some of the 

19 principles of preventive medicine with you. 
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What is the view of the United States 
Preventive Services Task Force and what is its 
mission? 

A. It's a group of experts with research backing 

in a variety of areas. So it's a federal 
organization. And it is dedicated to reviewing all 
the data on a continuing basis about both screening 
tests and health promotion and making specific 
recommendations that range from very supportive, you 
ought to be doing it, to moderately good evidence 
for it to insufficient evidence to positive findings 
but relatively poor evidence to don't do it. 

So if it's a — The old designation was E and 
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D, don't do it; and the new designation, just in the 
last few years, combines those. So that a D 
recommendation says you should not be doing this 
because the evidence says that you'll do more damage 
than benefit. 

Q. I'm going to call it the task force for 

short, okay? 

A. Yes. 

Q. And it's a government agency? 

A. It's a government agency. 

It is considered the premier group in the 
United States making recommendations. They make 
recommendations; they do not make policy. You have 
to take their recommendations, if you accept them, 
and put them into policy. That's, basically, what 
we've done in New Jersey. 

Q. Now, does the task force publish its 

findings? 

A. Yes. It has two full monographs. I think 

the first was 1989, the second was 1996. And since 
then, they've sort of changed the way they do it. 
They publish individual areas. 

First, they published them in the American 
Journal of Preventive Medicine. Now they appear 
in the Annals of Internal Medicine in a special 
section. 

Q. I'm holding in my hand what's already been 

admitted into evidence, which is AN-000593, which is 
the Guide to CLINICAL PREVENTIVE SERVICES. 

Is this what you're talking about. Doctor? 

Is this the — 

A. I am. I think that's the 1996 one. 
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Q. That's correct. 

Would it be fair to say this is the Bible of 
screening? 

A. Oh, I think that's going a little too far. 

Do I think that that's the best group in the United 
States? And if they list something as D or E, you'd 
better have awfully good evidence to disagree with 
them. Are they the top group in the United States? 
They are. 

Q. Without question; is that right? 

Without question, they are the top group in 
the United States? 
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13 A. Overall. Overall. There are certain areas 

14 in which there are groups that I think are just as 

15 good. 

16 For example, in heart disease, they would be 

17 the best along with the American Heart Association 

18 and the American College of Cardiology. In cancer, 

19 they would be the best group along with the American 

20 Cancer Society. 

21 And most of the time the differences between 

22 or among those groups is very small. But overall, 

23 if you took all diseases and said which is the top 

24 group in the United States, that's it. 

25 Q. You're talking about the task force? 

26 A. Oh, yeah, the task force. There's no 

27 question about that. 

28 Q. So if you're serious about screening, you 

29 need to consult this task force book? 

30 A. Do you ever! I mean, when we put forth our 

31 program, the first question we were asked by a lot 

32 of people, including the task force, was: Have you 
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1 made any recommendations that we give it a — where 

2 we give it a D? So did we say do something when 

3 they said don't do something? And we said, 

4 "Absolutely not." So you have to consult that. 

5 Q. And I just want to be clear. You correctly 

6 said this task force guide, the Second Edition, was 

7 published in 1996. 

8 A. That's right. 

9 Q. But they update their findings and publish 

10 those? 

11 A. Oh, yes. They publish a new one every few 

12 months. As a matter of fact, their new one that 

13 will include helical CAT scan has been submitted to 

14 the Annals of Internal Medicine. And I know that 

15 because my colleague at the medical school who's on 

16 the task force did a lot of the writing for it. 

17 So I know that. A., it's been submitted; and, 

18 B., they have not yet heard about its acceptance. 

19 But the Annals of Internal Medicine accepts 

20 everything they publish. They may ask for a few 

21 revisions, but they — So I guarantee it will be 

22 published there. 

23 Q. And it's also published in the American 

24 Journal of Preventive Medicine? At least it was in 

25 2001; is that right? 

26 A. Yeah. That was before they worked out an 

27 agreement with the American College of Physicians to 

28 publish every — I think everything goes into the 

29 annals now. I'm almost sure everything goes into 

30 the annals. 

31 Q. Now, you also mentioned some particular 

32 organizations, like the American Cancer Society and 
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1 the American Heart Association. Do they also 

2 publish their recommendations on screening tests 

3 that are specific to their expertise? 

4 A. Oh, sure. Sure. Oh, yes. Absolutely. 

5 They've just updated within the last year or two the 
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recommendations in regard to screening tests for 
heart disease, including exercise tests. The 
American Cancer Society is always updating. And I 
hear they just reupdated their website on bladder 
cancer. So, yeah. 

And there's a group I didn't mention with 
heart disease called the National Cholesterol 
Education Project, which is made up of a whole bunch 
of experts. And they are as good as anybody and 
arguably — you could argue that maybe they're, in 
that particular area, maybe they're number one. But 
those are the big groups. 

Q. Dr. Louria, does the task force or any of the 

major medical organizations recommend for smokers, 
current or former, the screening tests that 
plaintiffs propose here? 

A. Absolutely not. 

MR. WILLIAMS: 

I'd like to call up on the screens of 
counsel and Your Honor DDA-2119. 

And I'd like to publish. 

THE COURT: 

Any objection? 

MR. BRUNO: 

None. 

THE COURT: 

You may publish it. 
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EXAMINATION BY MR. WILLIAMS: 

Q. Professor — I keep calling you Professor 

Louria. I mean Dr. Louria. I guess you get called 
by both? 

A. I don't mind. You can call me Professor 

Doctor. 

Q. Okay. Maybe we'll — Never mind. 

Professor Louria, Exhibit 2119, these are 
some of the organizations that you were talking 
about. The United States Preventive Services Task 
Force is Number 1. But some of the others that you 
were talking about are listed under there; is that 
right? 

A. Yeah. That's not our rank order list. But 

the top four on that list are, I think, generally 
acknowledged as the most authoritative ones. 

Now, authoritative doesn't mean you have to 
agree with everything that any one of those says but 
that they are — they are the ones referred to. And 
I indicated for cholesterol and heart disease, also, 
the National Cholesterol Education — I can't 
remember whether it's Project or Program, it's one 
of those two, but — 

Q. Okay. I want to ask you for each of the 

tests that plaintiffs propose here do these 
organizations recommend that asymptomatic smokers 
and former smokers be screened with those tests? 

Now, the jury saw a chart similar to this 
last week when Dr. Aberle testified. And she was 
just testifying about low-dose CT scans. But as to 
this chart, I'm referring to all four tests that 
plaintiffs propose in this case. 
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Does the United States Preventive Services 
Task Force recommend that asymptomatic smokers and 
former smokers be screened with plaintiffs' proposed 
tests? 

A. They do not. 

Q. What about the National Cancer Institute? 

A. It only is concerned with lung cancer. I 

don't — I haven't even looked at what they say 
about bladder cancer or whether they have. But they 
do not support helical CAT scan. 

I apologize, but I've got to correct myself. 

I said the top four. The National Cancer Institute 
makes pronouncements, but it's not really a 
screening group. So the U. S. Preventive Services 
Task Force is generally agreed to be absolutely 
top-notch; the American Cancer Society, the same 
thing; the American Heart Association/American 
College of Cardiology, the same thing. They are 
the — They are the, I guess you say, that's the 
big — the big three. 

Q. Okay. Let's go over all of them, though. 

Do any of these public health experts 
recommend that asymptomatic smokers and former 
smokers be screened with the plaintiffs' proposed 
tests? 

A. I mean, that's one of the problems. The 

answer to that is "No." This program is one that's 
not, not agreed upon by any of these major groups. 

And I want to give one, one reservation for 
that. I know that the American College of Chest 
Physicians is — I'm sorry. It's another group. I 
think it's the American Thoracic or the American 
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Lung, I think it's the American Lung, is currently 
considering what stand they will take on spirometry. 
I don't think that's — It isn't the American 
College of Chest Physicians. 

This group that you have here, as far as I 
know, they don't support any one of the tests that's 
being proposed. And in the case of bladder cancer, 
the U. S. Preventive Services Task Force has given 
it a D recommendation. That's a don't do 
recommendation. 

Q. So in each one of these boxes, there should 

be a "No"? 

A. As far as I know, that's the answer. 

Q. Okay. Matt, we can take that down now. 

Now, the fact that in each one of those boxes 
there should be a "No," is that important. Doctor? 

Is that relevant that none of these organizations 
are recommending these tests? 

A. Oh, my God, I think it's the absolutely 

critical area. I mean, when you get around all 
that's been presented and all that will be presented 
at this trial, how do you get around the fact that 
none of the major organizations is recommending 
what's being urged for this class? 

I don't think it can be done. And I don't 
think it should be done. I think there are reasons 
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that we have evidence-based groups that make 
decisions. I think it is wrong, it is dead wrong, 
to try and do some end run around them and approve 
things that the experts do not approve. 

Q. Doctor, from a preventive medicine 

standpoint, I want to talk about some of the 
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criteria for good screening programs with you, okay? 
A. Yes. 

Q. Did you prepare a chart summarizing your 

opinions as to the requirements that must be met 
before an expert group should recommend a screening 
test? 

A. I did. 

MR. WILLIAMS: 

I'd like to call up DDA-2120. 

And request permission to publish it. 
Your Honor. 

THE COURT: 

No objection. You may publish it. 
EXAMINATION BY MR. WILLIAMS: 

Q. Doctor, using your chart, I'd like for you to 

talk to us about the prerequisites that must be met 
before a screening test should be recommended, okay? 
A. Yes. 

Q. Is the chart on your screen or do you need a 

hard copy? 

A. No, no, I have it. Thank you. 

Q. Okay. Let's talk about Number 1, "The 

benefits of screening must clearly outweigh the 
potential harms." What do you mean by that? 

A. I mean that if you have a test and you 

haven't proved that the benefits — that those being 
tested outweigh the harms, you shouldn't be doing 
that test. And we do tests where there are harms, 
of course. But we should only do them, and we try 
to only do them, if we can show that the benefits 
clearly outweigh those harms. 

Q. I want to focus on the screening tests at 
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issue here: For lung cancer, the low-dose CT scan; 
for bladder cancer, the hematuria, cytology and 
NMP-22 test; for coronary heart disease, the 
exercise stress test; and for COPD, the spirometry 
test. And I'd like you to assume that while we're 
talking about this that plaintiffs have told us that 
all these tests will save lives, okay? 

Now, you said that the benefits must clearly 
outweigh the harms. 

A. Yes. 

Q. What are the benefits that we need to think 

about? Is this kind of a balancing decision that 

has to be made? 

A. It's always a balancing act. I mean, you 

know, we give the measles vaccine and we know that 
saves a huge number of lives. We also know — and 
I've had personal experience with this — that we're 
going to kill a small number of people. And we 
still do it. And we should be doing it. But we 
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know that we're going to do damage to a small number 
of people. And for some of those people, it's going 
to be terrible damage. But we do it because the 
benefits so clearly outweigh the harms. 

So the first thing you do with a screening 
test is you've got to balance it. And if the 
balance isn't on your side, you can't do it, you 
cannot do it. 

Q. When you say "the balance," you mean the 

benefits? What are the benefits that we need to 
think about here if the plaintiffs are saying their 
tests will save lives? 

A. You mean with each of the tests? 
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Q. Yes. 

A. For helical CAT scan, you have to show a 

death benefit. You cannot shortcut that. 

For bladder cancer, you have to show a death 
benefit. 

For exercise, you have to be able to show 
that it reduces heart attacks and deaths. 
Alternatively, because smoking is so bad for the 
heart, if you showed that it clearly reduced 
smoking, if you increased cessation, that would be 
good enough to put in the benefit category by 
itself. 

In regard to spirometry, you can't show it 
saves lives. But, here again, indirectly, if you 
could show that spirometry markedly increased the 
likelihood people would stop smoking, that's a good 
enough benefit. 

Q. What are the harms that you need to consider 

when you're making these decisions? 

A. It's different for each test. And it gets to 

three. 

With the helical CAT scan, you have to worry 
about the false positives, the people who are 
identified as potentially having cancer and get 
workups or biopsies and the damage it does to them. 
And with helical CAT scan, you have another very 
important danger, namely, that you have to know what 
percentage of those you identify as cancer don't 
have a worrisome cancer, can only be harmed by the 
workup and should never have been identified. So 
it's a double harm with helical CAT scan. 

With bladder cancer, the problem with bladder 
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cancer, because you're doing it with blood in the 
urine, is that in the range of 90 to 98 or 99 
percent are false positives. And those people need 
workups. And the workup, depending on the workup 
you do, can hurt them. So the false positive is 
very important. And the — Yeah, I think that's it 
for that. 

With heart disease, you've got a bigger 
problem. One of the dangers with doing an exercise 
stress test is what happens to the person who has a 
normal stress test but is actually going to get a 
heart attack? Now, most negative stress tests do 
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13 not identify people — They're false negatives, not 

14 most of them. But if you look at the people who 

15 eventually get a heart attack, most of them will 

16 have negative stress tests. 

17 Now, if those people are encouraged to 

18 continue smoking because of a negative stress test, 

19 and they're destined to have a heart attack, you've 

20 done a real disservice to them. And then, of 

21 course, the stress test has its own complications. 

22 People get heart attacks while they're having the 

23 stress test. And the workups can be invasive and 

24 dangerous. So you have to watch out for the false 

25 positives. And most positives are false positives. 

26 And I know you've heard that from Dr. Lavie, 

27 that if they have a negative test, he doesn't say to 

28 them you don't have heart disease. If he has a 

29 positive test, you don't say to them you do have 

30 heart disease. 

31 For spirometry, the biggest danger of 

32 spirometry is that about 80 percent will have a 
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1 normal test. So about 80 percent of smokers, 

2 different studies that range from 70 percent to 90 

3 percent will be normal, even though they're chronic 

4 smokers and even though they've damaged their lungs. 

5 Now, if you, because of the negative test, if 

6 you encourage them to smoke, so they think their 

7 lungs are okay, then you've actually done them a 

8 huge disservice. 

9 Q. I want to talk about your second point, "The 

10 test must detect the target condition earlier than 

11 without the test." Why is that important? 

12 A. It's the definition of screening. You reach 

13 into an asymptomatic group to identify either a risk 

14 factor or the disease. So it must be able to detect 

15 the test earlier; otherwise, you wouldn't be doing 

16 it. 

17 Q. So what you said is two things: We're not 

18 just screening to find out if we have a disease 

19 sooner? We have to be able to affect the outcome of 

20 that disease? 

21 A. I'll be specific to this case and the four 

22 tests that are proposed. You have to be able to 

23 affect the outcome beneficially, yes. 

24 Q. Let's talk about your Number 3, "The test 

25 must detect the target condition accurately." And 

26 then you say, "Percentage of false positives" and 

27 "false negatives." 

28 We've heard those words before. False 

29 positive means that the test detects — that you get 

30 a positive test result and you really don't have the 

31 condition; is that correct? 

32 A. Correct. 
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1 Q. And a false negative is you don't — the test 

2 result is negative, it's normal, but you do have the 

3 condition? 

4 A. Correct. 

5 Q. Tell us why that's important, that the test 
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has to be accurate? That almost seems self-evident. 
A. I really just covered them, so I'll be very 

brief on them. 

If you have a lot of false negatives, it 
gives people a sense of security when they shouldn't 
have it, when they really have the problem. In this 
case, the false negative test could get them to keep 
smoking, for example. 

If you have a false positive, that's a huge 
danger. You've got to work up false positives, they 
get people labeled as having the disease, so they 
get anxious, they get depressed, some even worse 
than that. And you have to work up these false 
positives. So if you have a lot of false positives, 
it's not a very good test. 

Q. Your Number 4 where you say "The test must be 

reliably reproducible," does that mean that it has 
to be capable of obtaining the same result when it' s 
repeated? 

A. About the same results when you repeat it, 

sure. 

Q. Now, when you're talking about particularly 

cancer, isn't Number 5 kind of where the rubber hits 
the road? And by that, I mean, "The early detection 
must be shown to reduce morbidity or mortality." 

And we're really talking about deaths here? Isn't 
death the only benefit that you have to consider 
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when you're thinking about a cancer screening test 
for lung cancer and bladder cancer here? 

A. You have to be able to show a reduction in 

deaths. You absolutely have to be able to show that 
with either lung cancer or bladder cancer. If you 
can't start out by showing that, then you shouldn't 
be doing the test unless you can show other unbiased 
reasons for the benefit and unless you don't have 
any dangers from the test. 

Helical CAT scan has huge potential dangers, 
huge. Bladder cancer screening, in the absence of 
no benefit, has big dangers because of the workup. 

So, yes, for the cancers being discussed here 
— And I'm not going to go broader than that because 
in some circumstances screening is done in another 
context, but I just want to focus on what this trial 
is about. 

Q. Dr. Louria, is Hematology/Oncology Clinic of 

North America a well-respected, peer-reviewed 
treatise in the area of cancer? 

A. Yeah, it's supposed to be a good journal. 

MR. WILLIAMS: 

I'd like to call up for counsel and The 
Court GMM-0503. 

And request permission to publish. 

MR. BRUNO: 

Judge, I have no objection to any of 
these things. 

THE COURT: 

You may publish it. 

MR. BRUNO: 

You don't even have to ask me. 
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THE COURT: 

You may publish it. 

EXAMINATION BY MR. WILLIAMS: 

Q. Dr. Louria, I'll just read that. This says, 

"Cancer screening is the performance of a test on 
asymptomatic persons for the purposes of finding a 
disease early, intervening, and decreasing 
mortality." 

Do you agree with that? 

A. I do. 

Q. Now, is there any evidence that the 

plaintiffs' proposed tests will decrease deaths of 
smokers or former smokers? 

A. For lung and bladder cancer; right? 

Q. That's right. 

A. They have not proved that for either one. 

There is no evidence that helical CAT scan reduces 
mortality. There is the hope that it might. 

There's the hope that it will. That's a legitimate 
hope. And it's a legitimate technology. And we 
might find out when there's a proper randomized 
trial that it actually works. And then we would 
advocate it. 

But as of now, there is — there is no 
evidence, absolutely no evidence that it saves 
lives. And it has not been tested in a fashion that 
would tell you whether it could save lives. 

Q. Now, this jury heard Dr. Aberle testify last 

week. And she's one of the chief investigators of 
the National Cancer Institute's National Lung 
Screening Trial. Is that the type of randomized 
trial that you're saying may prove one way or the 
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other whether low-dose helical CT will save lives? 

A. It and a European trial taken together are 

the best ways of showing that. 

Q. You can take that down now. Matt. 

But as we stand here today, we have no 
evidence of that; do we? 

A. No. That's why every responsible group is 

against general screening with helical CAT scan. 
Every responsible group is. And everybody wants to 
see the proper, the proper study done to see whether 
or not it actually is effective and critically 
whether the harms — I'm sorry, whether the benefits 
outweigh the harms. 

And, what's more, every single investigator 
who has reported helical CAT scans, every single 
one, even Dr. Henschke, has offered reservations 
and, in essence, said this is not ready for general 
use. Henschke's is the least strong of the 
reservations. She says in 2001, the first follow-up 
study she's done, although the evidence is — or all 
the data are insufficient. 

But everybody, the people doing the studies, 
have the reservations. And no group, no responsible 
group, says go do it on a population not in an 
investigative study. It shouldn't be done. Not 
till we know it reduces deaths. 
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Q. 

Now, we've 

heard testimony in this case about 

28 

survival rates. 


29 

A. 

I'm sorry? 

About — 

30 

Q. 

About survival rates. 

31 

A. 

Oh, yeah. 

Sure. 

32 

Q. 

Now, are survival rates the same thing as 
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1 mortality rates? Do they tell us whether a 

2 screening test is effective in saving lives? 

3 A. No, no. I'm going to talk just about cancer 

4 because, in the past, I've used survival and 

5 mortality as if they were the same. But in cancer 

6 screening and cancer detection, et cetera, survival 

7 always has a year attached to it. So it's five-year 

8 survival, ten-year survival, fifteen-year survival. 

9 It is not the same. It is not the same. 

10 There's only one way, only one way I know of 

11 that you can make the five-year survival meaningful. 

12 And that's through a randomized, controlled study 

13 and look at deaths in the intervention group, the 

14 one that gets helical CAT scan, and look at deaths 

15 in the ones that don't, and then compare them. You 

16 can do that in five years. 

17 As a matter of fact, that's why they think 

18 that this test — I'm sure Dr. Aberle said this — 

19 that people have said you won't have the results for 

20 ten or twenty years. They think they'll have the 

21 results in five years. What they're going to do — 

22 or six years. 

23 What they're going to do is take people at 

24 very high risk, and then they've got a control 

25 group, they've got a group given helical CAT scan, 

26 and you look at deaths. But you cannot, you cannot 

27 look at survival rates. Those are inflated. And 

28 they give you false information. You've got to look 

29 at deaths. And it has to be a randomized, 

30 controlled trial. 

31 Q. Have any randomized, controlled trial studies 

32 shown that a screening test procedure for lung 
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1 cancer, bladder cancer, COPD or coronary heart 

2 disease saves lives and reduces deaths as we stand 

3 here today? 

4 A. With helical CAT scan? 

5 Q. Yes. 

6 A. Oh, no. There has not been any randomized, 

7 controlled trial. I mean, that's why I'm here. 

8 That's why all the groups don't support it. 

9 Q. What about the other diseases? Has there 

10 been a randomized, controlled trial that shows that 

11 the bladder screening test that plaintiffs propose 

12 will save lives or decrease deaths, as we say? 

13 A. No. There have been a few observational 

14 studies that suggest that screening for blood in the 

15 urine might be useful. But the answer is there is 

16 no randomized, controlled trial that shows death. 

17 And not only does the U. S. Preventive 

18 Services Task Force give that screening a D, don't 

19 do, it isn't recommended by the American Urological. 
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For goodness sakes, if they don't recommend it, how 
could anybody? I mean, because they're sort of 
advocates for newer tests. If they don't recommend 
it, how could anybody seriously consider it? 

Q. Dr. Louria, I want to talk about your last 

point. 

MR. WILLIAMS: 

Your Honor, may we publish the last DDA 
with number — DDA-2120? 

THE COURT: 

You may publish it. 

EXAMINATION BY MR. WILLIAMS: 

Q. Dr. Louria, your last point on this chart, 
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"The test's safety and the safety of follow-up tests 
must be considered." Why is that important? 

A. Critical. Because if the test isn't safe, 

then you'd only do it if you can show that the 
benefits markedly outweigh the harms. And if you 
couldn't do that, you wouldn't do the test. 

And then you have to consider the follow-up 
tests. If people are going to be hurt by your 
follow-up tests, you still might do them. But if 
you had a lot of false positives, so people don't 
have the disease, and then they have the follow-up 
test and it hurts them, so they didn't have the 
disease to start with, they did the follow-up tests 
and they got sick or died from the follow-up tests, 
that would be terrible. 

Q. And that ties right back into the test has to 

be accurate because if you get a lot of false 
positives, you've got to work those things up? 

A. You have to be very worried about false 

positives. 

MR. WILLIAMS: 

Okay. Your Honor, I'd like to put up 
Exhibit AN-000593, which is the task force 
guide. And it's already in evidence. 

But, Matt, let me see you about the 
portion I'd like to publish before I do. 

THE COURT: 

You may publish it. 

MR. WILLIAMS: 

Your Honor, I'm not going to publish 
that right now. I apologize. I'm going to 
move on to another area. 
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EXAMINATION BY MR. WILLIAMS: 

Q. Dr. Louria, we've talked about some of the 

attributes of good screening and preventive 
medicine. I want to move on to get your opinions 
about these specific tests. 

Did you prepare some charts on those specific 
tests — 

A. I did. 

Q. — that outline your opinions? 

A. I did. 

Q. Would they help you provide your testimony to 

the jury? 
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A. I think they will. 

MR. WILLIAMS: 

I'd like to call up DDA-2122 and request 
permission to publish. 

THE COURT: 

You may publish it. 

EXAMINATION BY MR. WILLIAMS: 

Q. Dr. Louria, is this your chart outlining your 

opinions on the low-dose CT scan? 

A. It is . 

Q. And I think you've told us already that "It 

has not been proven to reduce lung cancer deaths"? 

A. It has not been proved to reduce lung cancer 

deaths. 

Q. And based on that, the fact that it has not 

been proved to reduce lung cancer deaths, do the 
experts and you need to go any farther in 
considering whether this test should be given to 
asymptomatic smokers and former smokers in this 
class? 
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A. I really don't see that we do. If you can't 

reduce deaths, you shouldn't be doing the test, 
especially with all the problems involved in the 
test. 

MR. BRUNO: 

Judge, I hate to object but we're 
getting so repetitive. And so can I just 
make that objection? 

THE COURT: 

Next question, Mr. Williams. 

EXAMINATION BY MR. WILLIAMS: 

Q. Dr. Louria, there were tests on X-rays back 

in the 1970s to see whether they would reduce lung 
cancer deaths; weren't there? 

A. There were. There were, yes. There were 

several randomized clinical trials. 

Q. Did those tests prove that X-rays reduced 

cancer, lung cancer deaths? 

A. They did not. There's some dispute by people 

who want to take another look at it and suggest that 
maybe there was some benefit. 

Q. Can — I'm sorry. Go ahead. 

A. No, but the view of, for example, the U. S. 

Preventive Services Task Force, knowing those 
objections, is that lung screening the old-fashioned 
way, with chest X-rays, is a D recommendation, don't 
do. 

Q. Can we use those tests that were on X-rays 

back in the 1970s to evaluate CT scans today? 

A. The answer, Mr. Williams, is that those tests 

done at Johns Hopkins, the Mayo, Sloan-Kettering, 
the old tests are not relevant to helical CAT scans. 
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You cannot — It's a waste of time to even talk 
about those in terms of drawing any conclusions. 

Q. And why is that? 

A. Because it's a whole new world with helical 

CAT scans. We are detecting such small tumors. And 
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the background noise appears to be so great, that 
is, tumors in the general population that are being 
detected, that none of the data about those studies 
can really help you make a judgment. Helical CAT 
scan has to stand or fall on its own. And we don't 
yet have the data to promote it. 

Q. I think that's getting to your Point Number 

3. But before we get there, I want you to talk 
about your Point Number 2 specifically related to 
helical CT scan. And that is that "There are far 
too many false positives"? 

A. Yeah, there are, because I have read the 

testimony of the trial, there are two types of false 
positives. One is the false positive when you do 
the CAT scan and you see nodules. And there the 
percentage of false positives ranges from a low of 
about 5 percent in one of the Japanese studies to a 
high of, according to the people from the Mayo, if 
you do repeat screening, of about a hundred percent. 
Q. Let me start off at the beginning, so to 

speak. 

What percentage of people who undergo a CT 
scan would you expect to have a positive result? 

A. Well, again, it was just what I said. It 

depends on who's doing the study. The one from the 
Mayo, which is probably the one most applicable to 
Louisiana, it was in the range of 60 percent in the 
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first screening. But when they did repeat screens, 
they said, Swensen and his colleagues said 
everybody's going to have a false positive nodule 
that has to be evaluated. That doesn't mean it has 
to be operated on. It has to be looked at and 
evaluated to decide whether it's a dangerous nodule 
or not. 

Q. Well, when you get that positive result, how 

many of those turn out subsequently to be false, 
meaning it's not cancer? 

A. Oh, I mean, again, it depends on what your 

percentage is. But in the Mayo, for example, it 
would be, I think, about 90 percent. 

Q. Do Louisiana former smokers and smokers, are 

they at a particular risk for false positive 
results? 

A. Well, sure. Louisiana has a lot of fungal 

disease. One's called histoplasmosis, one's called 
blastomycosis. They give you little nodules in the 
lung. And I think that with all the industry, that 
people here are bound to be exposed to particles 
that can give you nodules. So I think — All you 
can do is guess, but I think you'd have to figure 
that 50 percent false positives on the X-ray would 
be real. 

THE COURT: 

Just a moment. 

The jury will disregard the witness' 

guess. 

Next question, please, Mr. Williams. 
EXAMINATION BY MR. WILLIAMS: 

Q. Have you studied this. Dr. Louria, the 
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percentage that are likely to be false positives? 
Don't guess but tell us your opinion based on what 
you've studied for this case. 

A. I've looked at the studies. And the closest 

one to Louisiana is the Mayo in Minnesota. And I 
gave you the figure of about 60 percent false 
positives and a lot more if you do repeat screening. 
To determine it in Louisiana, you would actually 
have to do a pilot study in Louisiana and determine 
that. That would be very important in Louisiana. 

Q. And the histoplasmosis, your point was that 

fungus that you breathe in can look like a nodule on 
the CT scan? 

A. It is a nodule. It is a nodule, only it's 

not — it's not cancer. 

Q. Let's move to your Point Number 3. 

And, Doctor, you capitalized every letter in 
Number 3. Did you do that for a reason? 

A. Yeah, I think it's — I think it's an amazing 

and unexpected finding. Well, the amazing and 
unexpected finding is that when you look at a bunch 
of smokers and nonsmokers together, you pick up as 
many cancers with helical CAT scan in the nonsmokers 
as you do in the smokers. That changes everything. 
Q. Tell us why that changes everything. 

A. Well, everybody has agreed that among the 

clinical cancers you see in any given year, those in 
men, about 90 percent of those can be attributed to 
smoking, 90 percent. In women, it is less. It's 
about 75 percent. 

So what we believe, what we teach is that 
smoking is responsible for the overwhelming majority 
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of lung cancer. Then come these three studies — 
not one, three studies — all saying exactly the 
same thing, namely, that the pickup rate of cancer 
by helical CAT scan, a specific kind of cancer, it's 
the only one the helical CAT scan really picks up, 
called adenocarcinoma, is as great in nonsmokers as 
it is in smokers. And in one of the three studies, 
it was actually greater in the nonsmokers. 

Now, why is that so stunning? Because it 
sort of establishes the background noise. And it 
says that if you did this in smokers, that a very 
significant percentage of the positives you find 
would be overdiagnosis or nonaggressive tumors. And 
the individual would have been better never to have 
the diagnosis because then they have to have further 
tests and they have to have surgery with all the 
dangers for cancers that wouldn't give them any 
trouble. 

And we know, from the rates that they 
describe in those studies, that there are, in each 
group — so men, women, smokers, nonsmokers — there 
are, depending on the group, tens of thousands to 
hundreds of thousands of these tumors in the general 
population that we are never seeing clinically, 
never seen clinically. 

Q. Now, are you saying a person could live out 
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27 their normal life, 75, 85, 95, whatever, and these 

28 tumors that may now be being detected by the CT scan 

29 are showing up, so you have to treat them when, in 

30 reality, they never would have caused anyone a 

31 problem? 

32 A. Well, we know some of them are going to cause 
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1 trouble. I mean, we know that for sure. But an 

2 awful lot of them, from these three studies, are not 

3 going to cause trouble. And that's as far as we can 

4 go right now. Really, this is all pretty recent and 

5 startling information that we have to sort out. 

6 And I should add one qualifying point: All 

7 three studies were done in Japan. There's never 

8 been a study done in the United States. And so we 

9 have to find out if it applies to the United States. 

10 But I'll tell you everybody uses those Japanese 

11 studies as much as they use the American studies. 

12 And there's no reason for them to be wrong. And 

13 it's an amazing finding. 

14 Q. And is the harm here that has to be 

15 considered the fact that when you find these 

16 nodules, you have to treat them, you have to do 

17 something with them? 

18 A. Oh, sure. Oh, sure. If it's cancer, it's 

19 got to come out; doesn't it? And that means that if 

20 you did this in a smoking population, that with 

21 helical CAT scan, that the evidence we now have is 

22 that a very, very significant percentage of the 

23 tumors you found weren't going to cause any trouble 

24 and you would have been better off not finding them. 

25 Until these three studies, we had no such 

26 information. It's like a thunderbolt. 


27 

Q. 

I want to move to your Point Number 4, 

"The 

28 

investigators of every helical CT study urge 

caution 

29 

or 

acknowledge the evidence is insufficient." 


30 

A. 

I've already testified on that. 


31 

Q. 

And that's true? 


32 

A. 

That's true. 
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1 Q. Number 5, "It will cause, and has caused, 

2 deaths — with no established benefit." 

3 A. That is true. 

4 Q. "The known harms outweigh the known 

5 benefits." 

6 A. So far, we do not have the proper studies to 

7 show benefit. And that means — And we know the 

8 harms, so it means that all we can do is hurt 

9 people. And we can't figure out the balance until 


10 

we have this randomized, controlled trial that will 

11 

tell 

us whether there are, indeed, any benefits. So 

12 

now 

we know the harms. 


13 

Q. 

And I think you testified already to 

the last 

14 

one. 

that no major medical organization recommends 

15 

the 

use of helical CT scans on asymptomatic 

smokers 

16 

and 

former smokers? 


17 

A. 

I did testify to that. 


18 

Q. 

And that's true? 


19 

A. 

That's true. 
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Q. Doctor, I want to ask you about — you 

mentioned it before — Dr. Henschke's ELCAP program. 
It's your understanding that that's the basis on 
which plaintiffs base their request for helical CT 
scan in this case, that's the study on which they 
base their claim? 

A. No, I did not — I know they have depended on 

it very heavily. But I had assumed that they had 
also paid attention to the other studies. 

Q. I want to talk about just right now Dr. 

Henschke's study. Based on your years of experience 
as a screening expert, does Dr. Henschke's study 
provide any scientific evidence for the mass 
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low-dose screening of Louisiana smokers and former 
smokers? 

A. No. Oh, no. Dr. Henschke's studies and the 

other, I guess it's seven, I think it's seven, those 
eight studies taken together, including Henschke's, 
say that we ought to have a randomized, controlled 
trial. And that there's reason to hope that this 
technology actually will turn out to be good and 
will do more good than harm. But that's all it 
does. It doesn't do anything more than that. 

Q. And right now we just don't have that 

evidence? 

A. We do not have that evidence. 

Q. Matt, you can take that down. 

I want to move to your chart — talk about 
bladder cancer with you. Dr. Louria. First of all, 
tell us a little bit about bladder cancer. 

A. Well, — 

Q. For example, are most bladder cancers slow 

growing tumors or aggressive tumors? 

A. It runs about 75, 80 percent are superficial; 

about 20, 25 percent are deep. The deep ones are 
much more dangerous, much more dangerous. 

Q. Did you prepare a chart to outline your 

opinions on the bladder screening tests that 
plaintiffs propose here? 

A. I did. I did. 


MR. WILLIAMS: 

Your Honor, I'd like to call up 
DDA-2124. 


And request permission to publish it. 

THE COURT: 
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You may publish it. 

EXAMINATION BY MR. WILLIAMS: 

Q. Dr. Louria, before we go through your chart, 

you're aware that plaintiffs asked for smokers, for 
the class of smokers and former smokers to have a 
hematuria test and, if it is positive, to have a 
follow-up cytology and NMP-22 test; is that right? 
A. I am aware of that. 

Q. Could you just briefly tell us what those 

tests are? For example, the hematuria test is 
looking for blood in the urine; is that right? 

A. It's looking for blood in the urine that is 
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microscopic, not gross bleeding. 

Q. What about — I'm sorry. Go ahead. 

A. No, go ahead. I finished. 

Q. No, I want to hear about the other two. 

A. Oh, yeah. 

What was the second one? Cytology? 

Q. Yes. 

A. Yeah, you look for abnormal cells on voided 

urine. 

And the third is NMP-22, that's called 
nuclear matrix protein, and it's a cancer antigen. 

I must say I was puzzled why they would be so 
specific about that. There must be ten cancer 
antigens that are under investigation. That's just 
one of them. There's nothing magic about NMP-22. 

Q. Is there any scientific evidence that giving 

asymptomatic smokers and former smokers a hematuria 
test will reduce smoker deaths from bladder cancer? 
A. There is not. 

Q. The same question for cytology? 
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A. Correct. The same thing. 

Q. There is no evidence that it will reduce 

bladder cancer deaths? 

A. There is no randomized, controlled study 

showing reduction in cancer deaths. 

Q. What about the NMP-22 test? 

A. That's under investigation. Mostly, it's 

useful to follow up known bladder cancers. If it is 
above a certain level, then it's likely there's 
recurrence. 

But NMP-22, for goodness sakes, we don't even 
know what the value should be that you place — that 
you call abnormal versus normal. NMP-22 is 
interesting. This is the future of the field, not 
this specific test, but this approach of cancer 
antigens. There are whole piles of them. And I 
think there is general agreement that none should 
be recommended for general use and all should be 
investigated further. 

Q. There's no evidence that the NMP-22 would 

save Louisiana smokers, current smokers and former 
smokers, lives? 

A. Oh, good Lord, no. Absolutely not. 

Q. Let's go through your chart. Doctor. 

Number 1, I think you've talked about that 
already going through the tests. "Bladder cancer 
screening has not been shown to reduce deaths." Is 
that true? 

A. Correct. 

Q. "Negative test results do not exclude bladder 

cancer." What do you mean by that? 

A. That you can have bladder cancer and no 
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hematuria, you can have bladder cancer and a normal 
NMP-22. In one study, it missed 41 percent of the 
bladder cancers. You can have — You can have 
bladder cancer with a negative cytology. That's 
very frequently, very frequently negative. And it 
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varies from study to study. 

But if you say is the evidence that you can 
miss some bladder cancers with these tests, the 
answer is unequivocally you can. The extent of the 
miss depends on the author you choose to quote. 

Q. But, overall, the tests are not very 

accurate? 

A. Well, hematuria has an awful lot of false 

positives. I mean, that's the basic test is the 
hematuria. 

Q. That's your next point, false positives. 

A. Yeah. 

Q. Talk to us about those. 

A. That the false positivity rate depends on how 

you do the test. So it means how many days in a row 

you do it. But it's very — it's very high. It's 

over 90 percent. And you have to work up the false 
positives. 

Q. Now, is one of the reasons that there are a 

lot of other reasons for blood in your urine other 

than bladder cancer? A ton of them? 

A. Oh, a huge number. A huge number. Some of 

them come from low down, some from higher up. 

That's why a proper workup for hematuria includes 
cystoscopy, so that's putting a tube through the 
urethra into the bladder, and some test of the upper 
urinary tract, so the kidneys. And that's imaging, 
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you can do imaging, or you can do an intravenous 
pyelogram, put dye in it. 

MR. WILLIAMS: 

Before you get there, I'd like to look 
at DDA-2126, Your Honor, and request 
permission to publish. 

THE COURT: 

No objection. You may publish it. 
EXAMINATION BY MR. WILLIAMS: 

Q. Doctor, this is a long list of items. Are 

these some of the items that can cause blood in your 
urine unrelated to bladder cancer? 

A. Yeah. 

Q. I'm not going to go through them all. But 

there are a lot of them; aren't there? 

A. There are a lot of them. 

Q. And this will initiate a false positive 

result — 

A. It will. 

Q. — in that hematuria test; won't it? 

A. It will. 

MR. WILLIAMS: 

Okay. Matt, can we take that down and 
go back to the chart which is DDA-2124? 
EXAMINATION BY MR. WILLIAMS: 

Q. Dr. Louria, you broached this already, "The 

diagnostic workup for a hematuria test is 
potentially dangerous. It entails IVP and 
cystoscopy." Can you tell us what those are? 

What is IVP? 

A. What I just said. You inject a dye and then 

you take pictures of the kidney. There's an 
HUFFMAN & ROBINSON, INC., CERTIFIED COURT REPORTERS 
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alternative to that. You can do ultrasound, you can 
do magnetic resonance imaging. But you've got to 
look at the upper tract as well as the lower. 

And I told you what cystoscopy is. 

Q. Well, which is which? You're talking about 

you have to look at the upper tract and the lower 
tract of the bladder? 

A. Sure. No, you have to look at the bladder up 

to the kidneys. You don't know where this bleeding 
is coming from. 

Q. And you do that with the cystoscopy? 

A. Cystoscopy, you look at the bladder. And 

then the pyelogram or the ultrasound, you look at 
the kidneys. 

Q. Well, let's start with the IVP. What are the 

potential harms of that? 

A. Potential harm is basically allergy to the 

dye, which can actually put you into shock and, on 
occasion, can kill you. 

Q. What about cystoscopy? 

A. Well, that's just unpleasant. 

Q. Are there harms to it in addition to being 

unpleasant, like infection or — 

A. Yeah, sure. Like any procedure, you can get 

— you can get infection. On occasion, you can get 
damage to the urethra. But mostly, mostly it's 
unpleasant. 

Q. I want to talk about Number 5, "No major 

medical organizations recommend bladder screening 
for smokers or the general population." 

A. That's correct. What I have listed there is 

correct. 
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MR. WILLIAMS: 

I'd like to call up AN-000593 at 181. 

And it's already in evidence. Your 
Honor. That's the task force guide. 

Request permission to publish. Your 
Honor. 

THE COURT: 

You may publish it. 

MR. WILLIAMS: 

Can we publish Page 181? 

THE COURT: 

You may publish Page 181. 

MR. WILLIAMS: 

Can we just highlight the 
"RECOMMENDATION" and blow that up. Matt? 
EXAMINATION BY MR. WILLIAMS: 

Q. Dr. Louria, is this what you're talking about 

as the recommendation of the task force? And that 
is, specifically, "Routine screening for bladder 
cancer with urine dipstick, microscopic urinalysis, 
or urine cytology is not recommended in asymptomatic 
persons. All patients who smoke tobacco should be 
routinely counseled to quit smoking"? 

A. Yes. It's given a D recommendation, don't 

do. 


MR. WILLIAMS: 
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You can take that down. Matt. 

And, Your Honor, I'd like to call up 
very quickly, because I know we're getting 
near the break time, GMM-0495. 

And request permission to publish. Your 
Honor. 
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THE COURT: 

You may publish it. 

MR. WILLIAMS: 

And move to admit, if it hasn't been 
already. 

EXAMINATION BY MR. WILLIAMS: 

Q. Doctor, do you recognize this as information 

from the American Urological Association? 

A. I guess. I really can't see it very well on 

mine. 

Q. Well, let me give you a hard copy. 

MR. WILLIAMS: 

May I approach. Your Honor? 

THE COURT: 

Yes . 

THE WITNESS: 

Thank you. 

EXAMINATION BY MR. WILLIAMS: 

Q. Now, Doctor, urologists are the physicians 

who specialize in bladder disease and treatment; is 
that right? 

A. That's correct. 

Q. And this exhibit states their position as to 

bladder cancer screening; doesn't it? 

A. It does. 

MR. WILLIAMS: 

Matt, could we highlight Page 4 of 9 
down at the bottom? Could you blow that up, 
please? 

EXAMINATION BY MR. WILLIAMS: 

Q. And this says, "Is there a screening test for 

early detection of bladder cancer?" And the 
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American Urological Association says, "Not at this 
time." 

Do you agree with that. Dr. Louria? 

A. I do. 

MR. WILLIAMS: 

Your Honor, this could be a good time to 
take our break. 

THE COURT: 

We'll take our afternoon recess at this 
time until 2:45. 

(Whereupon the jury is excused at this 
time.) 

THE COURT: 

You may step down. Dr. Louria. 

Let the record reflect the jury has left 
the courtroom. 

Anything for the record by plaintiffs' 
counsel? 

MR. BRUNO: 
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No, Judge. 

THE COURT: 

Defense counsel? 

MR. WILLIAMS: 

Yes, Your Honor. 

I think I moved to admit GMM-0495. If I 
didn't, I do now. 

MR. BRUNO: 

I object because it's not peer-reviewed 
and it's not authoritative. It's not a clean 
copy, but we can deal with that. 

MR. WILLIAMS: 

We'll clean up the copy. 
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THE COURT: 

Anything else by defense counsel? 

MR. WITTMANN: 

No, Your Honor. 

THE COURT: 

I'll take the offer and the objection 
under advisement. 

MR. SHOLES: 

Yes, Your Honor. The Norrell exhibits, 
we'd like to — 

THE COURT: 

That's next on my list, Mr. Sholes. 

Mr. Sholes has indicated that he would 
like to introduce some exhibits during this 
recess. 

I understand that you and Mr. Herman are 
going to handle this? 

MR. SHOLES: 

Yes . 

And Ms. Kane is going to introduce the 
exhibits as agreed upon with Mr. Herman. 

THE MINUTE CLERK: 

Quiet in the courtroom, please. 

MS. KANE: 

Your Honor, defendants — 

THE COURT: 

Are we ready to do that now? 

MS. KANE: 

If you are. Your Honor. 

THE COURT: 

I'm ready. 

MS. KANE: 
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Okay. Defendants move to admit the 
following exhibits without objection from 
plaintiffs' counsel. 

THE COURT: 

Speak slowly and distinctly so the court 
reporter gets it down accurately. 

MS. KANE: 

Yes, Your Honor. 

AIW-000140, AIW-000318, AS-0000936, 
AS-0000938, SA-2042, SA-2084, SA-2905, 
SA-3051, SA-3161, SA-3738, SA-3808, SA-4113. 
But there are more. 
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Okay. SA-4939, SA-4941, SA-4945, 
SA-0266, SA-1006, SA-1007, SA-1008, SA-1030, 

SA-2609, SA-2618, SA-2622, SA-2627, SA-2633, 

SA-2635, SA-3751, AIW-000006, AS-0000999, 

SA-1639, SA-1997, SA-2002, SA-2003, SA-2673, 

SA-2677, SA-2791. 

Okay. SA-3769, SA-3784, AGS-000029, 
AGS-000055, AIW-148, SA-2675. I think that's 
all. 

MR. RUSS HERMAN: 

That's it. 

MS. KANE: 

That's it. 

MR. RUSS HERMAN: 

Your Honor, I state for the record we 
have no objections to the exhibits just 
introduced by Ms. Kane. 

We appreciate Mr. Sholes and Ms. Kane 
getting together with me so that we could 
resolve a lot of these. There are still some 
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outstanding we do have objections to. 

MS. KANE: 

And just to clarify. Your Honor, when I 
said "That's it," that's exactly what I 
meant. That's it at this time. The others, 
we're still trying to work through some of 
them. 

THE COURT: 

The exhibits will be received in 
evidence. 

Anything else for the record before we 
recess? 

MR. SHOLES: 

No, Your Honor. 

THE COURT: 

We'll recess until quarter to 3:00 by 
the wall clock. 

(Whereupon a brief recess was taken at 
this time from 2:36 o'clock p.m. to 2:48 
o'clock p.m.) 

THE BAILIFF: 

All rise for the jury, please. 

(Whereupon the jury joins the 
proceedings at this time.) 

THE MINUTE CLERK: 

All rise, please. Recess is over. 

Court will come to order. You may be seated. 

THE COURT: 

Please be seated. 

Mr. Williams, are you ready to continue? 

MR. WILLIAMS: 

Yes, I am. Your Honor. 
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EXAMINATION BY MR. WILLIAMS: 

Q. Dr. Louria, the last document I had on the 

screen before we took a break, the position of the 
American Urological Association, it said there's no 
screening test for bladder cancer, that's their 
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current recommendation; isn't it? 

A. It is. 

MR. WILLIAMS: 

I'd like to put up Exhibit GMM-0504 and 
request to publish and move for admission, if 
it has not been admitted already. 

THE COURT: 

GMM-0504. 

Objection? 

MR. BRUNO: 

Yes, Judge. There at least has to be a 
foundation. 

MR. WILLIAMS: 

I'll be glad to. Your Honor. 

EXAMINATION BY MR. WILLIAMS: 

Q. Dr. Louria, do you see the document on your 

screen? 

A. I do. 

Q. Do you recognize that exhibit as the American 

Cancer Society's position on screening for bladder 
cancer? 

A. Well, actually, I don't remember this. But I 

know their position on it. 

Q. Well, why don't you just tell us their 

position? 

A. The position of the American Cancer Society 

is that they do not screen for bladder cancer in 
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smokers. 

Q. Now, is Exhibit GMM-0504 consistent with what 

you know? 

A. Yeah, I don't see the specific statement that 

they don't screen. But they don't. 

MR. WILLIAMS: 

May I approach the witness. Your Honor? 
THE COURT: 

Yes . 

THE WITNESS: 

Oh, I see. You don't have to. 

"Tests intended specifically for bladder 
cancer screening are not recommended for 
people without symptoms who do not have 
strong risk factors for this disease." 

Correct. 

MR. WILLIAMS: 

Okay. Your Honor, I move to admit 
GMM-0504. 

MR. BRUNO: 

Judge, object. It's just a hearsay 
statement. There's no foundation for it. 

THE COURT: 

I'll take the offer and the objection 
under advisement. 

EXAMINATION BY MR. WILLIAMS: 

Q. Let's move to heart disease and exercise 

stress tests. Dr. Louria, okay? 

A. Yes. 

Q. Once again, did you prepare a chart outlining 

your opinions — 

A. I did. 

HUFFMAN & ROBINSON, INC., CERTIFIED COURT REPORTERS 


http://legacy.library.ucsf .©dufti)^i\hittP28(M/ipffilfindustrydocuments.ucsf.edu/docs/rkhl0001 



New Orleans, Louisiana 


(504) 525-1753 


1 

2 

3 

4 

5 

6 

7 

8 
9 

10 

11 

12 

13 

14 

15 

16 

17 

18 

19 

20 
21 
22 

23 

24 

25 

26 

27 

28 

29 

30 

31 

32 


1 

2 

3 

4 

5 

6 

7 

8 
9 

10 

11 

12 

13 

14 

15 

16 

17 

18 

19 

20 
21 
22 

23 

24 

25 

26 


22534 

Q. — as to exercise EKG that the plaintiffs 

propose? 

A. I did. 

Q. And when I say EKG — and I keep using 

that — it means electrocardiogram, a stress 
electrocardiogram; is that right? 

A. On a treadmill. 

Q. Right. 

A. Yes. 

MR. WILLIAMS: 

Your Honor, I would request — I'd like 
to call up DDA-2121, request permission to 
publish. 

THE COURT: 

You may publish it. 

EXAMINATION BY MR. WILLIAMS: 

Q. Let's talk about your Point Number 1, Dr. 

Louria. The stress EKG is "Not proven to reduce 
heart attack deaths in asymptomatic persons (smokers 
or nonsmokers)." Is that true? 

A. As far as I know, that's correct. 

Q. No scientific evidence that it will? 

A. Not that I know of. 

Q. Let's talk about your Point Number 2, that 

stress EKG is "Not proven to reduce or predict heart 
attacks in asymptomatic persons." 

Isn't it true. Dr. Louria, that the stress 
EKG is so inaccurate that more people with negative 
test results have heart attacks than people who get 
a positive result? 

A. That's right. Something, according to our 

cardiologists, according to — about 86 percent of 
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the heart attacks occur in people who have negative 
stress tests. 

Q. And that's your third point where you're 

saying there are too many false negatives; is that 
right? 

A. There are too many false negatives and there 

are too many false positives. The overwhelming 
majority of positives do not predict a heart attack. 
Q. So what you're saying is that most people 

with an abnormal stress test don't go on to have a 
heart attack? 

A. The overwhelming majority. I mean, it's in 

the range of 90 percent. 

Q. What are the ramifications of that, the high 

false positive and high false negative rates 
associated with the stress EKG? 

A. Well, in the context of this trial, you have 

a negative stress EKG, and it might encourage, 
actually encourage smoking; and a positive one, for 
the overwhelming majority of people, mislabels them. 
The whole idea of the stress test, basically, is to 
encourage risk factor modification. 

Q. And I think you talked about that in your 

Point Number 7. Before you get there, though, I 
want to follow up with the high false positive rate. 
Because it's the high false positive rate that leads 


http://legacy.library.ucsf .©dufti)^i\hittP28(M/ipffilfindustrydocuments.ucsf.edu/docs/rkhl0001 



27 

28 

29 

30 

31 

32 


1 

2 

3 

4 

5 

6 

7 

8 
9 

10 

11 

12 

13 

14 

15 

16 

17 

18 

19 

20 
21 
22 

23 

24 

25 

26 

27 

28 

29 

30 

31 

32 


1 

2 

3 

4 

5 

6 

7 

8 
9 

10 

11 

12 

13 

14 

15 

16 

17 

18 
19 


to the invasive follow-up procedures; is that right? 
A. It can. To more stress tests, to angiograms, 

to putting a dye in the blood, to putting a catheter 
in the heart, yeah, sure. 

Q. And there are risks that follow from those 

follow-up procedures of injury? 
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A. There are. They're small risks but they're 

real. 

Q. Your sixth point, "A positive test is not 

known to increase smoking cessation rates." 

A. I know of no evidence that it does. And 

that — You really would have to have persuasive 
evidence that it does to recommend it for this 
group. 

Q. Your Point Number 7, that "Risk factor 

analysis is the standard of care," now, that really 
makes the exercise EKG almost a useless test; isn't 
that right? 

A. For asymptomatic people. 

Q. Right. That's what we're talking about. 

A. I think, by and large, it does. The American 

Heart says that it may give you some useful 
information in people with multiple risk factors, so 
— Smoking is one of those. 

Q. Well, — 

A. But there's no evidence that that's any 

better than looking at something called the 
Framingham tables, which look at risk factors, and 
then you just get a point score and you predict your 
heart attack risk from that. Actually, in their 
recommendation they acknowledge that that may be 
just as good. 

And that's not screening. It's very 
important to point out the difference. They 
recommend that — They say, and it's a weak 
recommendation, it's lib, which means there isn't 
very good evidence for it, that if you are a man or 
a woman 45 years or older, that if you have multiple 
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risk factors, so high blood pressure, high 
cholesterol, smoking, diabetes, family history — 
there are a whole bunch of them — that you might do 
one stress test to get some useful information. And 
they say the same thing for a 45-year-old man with 
one or more risk factors. 

Right below that, they say no screening. So 
they're saying you might use it once, but our 
evidence is very weak and we don't know whether it's 
any better than just looking at the Framingham table 
and making your judgment from that. So I think for 
asymptomatic people, it's really hard to justify a 
stress electrocardiogram. 

MR. WILLIAMS: 

You mentioned the risk factors. I'd 
like to call up DDA-2128. 

And request permission to publish. 

THE COURT: 

You may publish it. 
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EXAMINATION BY MR. WILLIAMS: 

Q. Doctor, are these some of the risk factors 

for heart disease — 

A. They are. 

Q. — other than smoking? 

A. They are. 

Q. Smoking, of course, is a risk factor. But 

it's a risk factor just like these others; right? 

A. Sure. 

Q. And if you want to reduce your risk of heart 

disease, the thing to do is deal with these factors, 
including smoking, and reduce those; is that right? 
A. Well, we haven't figured out any way to 
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reduce age, but — 

Q. I'll go for that one. 

A. But other than that — And, of course, we 

can't do anything about genetics. But the other 
risk factors there, yes, you try and do something 
about them. 

Q. For example, if a person was obese and they 

had perhaps diabetes which appears to be related, 
their risk for coronary heart disease might be 
greater than a smoker's; is that right? 

A. Oh, I think — It's all dose-related. But, 

in general, for the average smoker, those two 
together, absolutely, undoubtedly, greater. 

Q. And the bottom line is that if you want to 

reduce your risk of heart disease, you have to deal 
with the risk factors? The stress EKG is not going 
to save your life? 

A. Oh, no, no. The stress EKG won't save your 

life. And the only justification I could figure was 
if you could show in proper repeated studies that if 
you had an abnormal stress EKG, it increased your 
likelihood of quitting, then I think you could, 
indeed, justify it. But I don't know any such 
evidence. 

Q. Let's go to your Point Number 8, Doctor. 

MR. WILLIAMS: 

And could we go back. Your Honor, to 
DDA-2121? 

THE COURT: 

You may publish it. 

EXAMINATION BY MR. WILLIAMS: 

Q. Doctor, your last point is that "Screening 

HUFFMAN & ROBINSON, INC., CERTIFIED COURT REPORTERS 
New Orleans, Louisiana (504) 525-1753 

22539 

smokers with or asymptomatic smokers with a stress 
cardiogram is not recommended by the U. S. 

Preventive Services Task Force, the American Heart 
Association, the American College of Cardiology, the 
American Academy of Family Physicians, and the 
American College of Physicians." Why is that 
important, that these groups don't recommend this 
test for asymptomatic smokers or former smokers? 

A. Well, if all these groups don't recommend it, 

I can't see how it can be recommended for this 
class. 

I would point out that of these groups, the 
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13 American Heart Association and American College of 

14 Cardiology actively urge that it should not be done. 

15 And screening in this case means doing it more than 

16 once. That's what they're talking about. So if you 

17 scheduled it on an annual basis or every other basis 

18 — every other year, that they are saying do not do 

19 it. 

20 Q. Now, have the benefits of screening 

21 asymptomatic smokers and former smokers for heart 

22 disease using stress EKG been shown to outweigh the 

23 harms? 

24 A. No. And it would be really hard to justify 

25 it for anybody who's not been smoking — Yeah, I 

26 mean, for a class of smokers and nonsmokers 

27 together, you couldn't justify it for the people who 

28 stopped smoking because they've already taken the 

29 action that you would want, theoretically, from your 

30 stress EKG, which doesn't work, anyway. 

31 But the justification for it in this class 

32 could really only be that you think it might 
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1 increase their likelihood of stopping. So if 

2 they've already stopped, then you have — that can't 

3 be a justification. 

4 Q. And based on your expert testimony, there is 

5 no justification for even the smokers, the 

6 asymptomatic smokers of this class; is that right? 

7 A. Oh, I think if you screen, so you schedule it 

8 repeatedly, that the dangers, the harms, would 

9 markedly outweigh any possible and, in point of 

10 fact, thus far, undocumented benefits. 

11 Q. You can take that down now. Matt. 

12 I would like to move to spirometry and COPD, 

13 Doctor. 

14 And I want to ask you a few questions about 

15 it before we put up a chart. You also prepared a 

16 chart that lays out your opinions on the spirometry 

17 test for asymptomatic smokers; is that right? 

18 A. I did. 

19 Q. I want you to tell us very quickly, we're 

20 talking about chronic bronchitis and emphysema. 

21 What is chronic bronchitis? 

22 A. Essentially, it's inflammation of the upper 

23 and lower parts of the respiratory tract and is 

24 characterized by chronic cough with sputum 

25 production. 

26 Q. And so you can't have chronic bronchitis 

27 without chronic cough and sputum production; is that 

28 right? 

29 A. That's the definition of the disease for — I 

30 don't — I don't know how you would — For smokers, 

31 the answer is "Yes." There are other circumstances 

32 in which potentially you could have it with no 
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1 symptoms, but that's a much different story. 

2 Q. So you can't screen an asymptomatic person 

3 with spirometry and diagnose chronic bronchitis 

4 because the diagnosis is symptomatic; wouldn't that 

5 be right? 


http://legacy.library.ucsf .©dufti)^i\hittP28(M/ipffilfindustrydocuments.ucsf.edu/docs/rkhl0001 



7 


8 

9 

10 

11 

12 

13 

14 

15 

16 

17 

18 

19 

20 
21 
22 

23 

24 

25 

26 

27 

28 

29 

30 

31 

32 


1 

2 

3 

4 

5 

6 

7 

8 
9 

10 

11 

12 

13 

14 

15 

16 

17 

18 

19 

20 
21 
22 

23 

24 

25 

26 

27 

28 

29 

30 

31 

32 


A. Oh, yeah. The spirometry results have 

nothing to do with bronchitis; they have to do with 
airway obstruction. 

Q. But what you just described, the diagnosis 

itself is symptomatic, the cough and the sputum 
production? 

A. The definition of chronic bronchitis is 

chronic cough, yes. 

Q. You mentioned — Remind us what a spirometry 

test is. 

A. It's a test in which you see how much air you 

can blow out and how rapidly and how completely. 

Q. Have you formed an opinion. Doctor, to a 

reasonable degree of medical and scientific 
certainty as to whether the plaintiffs' proposed 
spirometry test for COPD is reasonably necessary, 
according to contemporary scientific principles? 

A. I think it's not. 

Q. Is there any evidence, scientific evidence, 

that if spirometry tests were given to asymptomatic 
smokers and former smokers, there would be fewer 
smoker deaths from emphysema or COPD or chronic 
bronchitis? 

A. In asymptomatic people? 

Q. That's right. 

A. No, there's no evidence. And the only 

evidence you could gather would be if you could 
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show that having the spirometry test reduces their 
smoking. 

Q. And you don't have — There's no evidence of 

that; is that right? 

A. There are about twelve studies that I 

reviewed. And one of them is suggestive, two are 
noninterpretable because of other things that were 
done at the same time, and nine of them for — No, 
wait, I'm sorry. Let me start that again. 

Six studies showed no benefit for 
asymptomatic smokers in reducing smoking patterns in 
cessation, so six out of nine; two are 
uninterpretable because of — they did multiple 
things at the same time and you can't sort them out; 
and one of them is suggestive in favor. 

So of the studies I reviewed, the 
overwhelming majority say that knowing your 
spirometry value in asymptomatic people does not 
reduce the likelihood of your stopping smoking 
compared to controls. 

Q. And we're just talking about stopping smoking 

here. We're not talking about reducing deaths; are 
we? 

A. Oh, there's no evidence that in asymptomatic 

people spirometry reduces death. 

Q. Let's go to your chart. Doctor. 

MR. WILLIAMS: 

Your Honor, I'd like to call up DDA-2123 
and request permission to publish. 

THE COURT: 

You may publish it. 

EXAMINATION BY MR. WILLIAMS: 
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Q. Number 1, Doctor, "No matter what the test 

shows (normal, mildly abnormal, abnormal), the only 
known effective treatment is stop smoking. So why 
do spirometry in asymptomatic smokers?" What do you 
mean by that? 

A. Just what it says. If the spirometry test is 

normal or if it is slightly abnormal or moderately 
abnormal or very abnormal, your recommendation is 
going to be the same: Stop smoking. 

Q. So it doesn't matter what you score on the 

test? 

A. Not in asymptomatic people, it doesn't. The 

recommendation is the same. The only known 
effective treatment — You can reduce symptoms. But 
if you want to slow the progression of symptomatic 
disease, you have to stop smoking. And in 
asymptomatic people, no matter what the test shows, 
the only remedy, the only approach, is to stop 
smoking. 

Q. Let's move to Point 2. And I think you 

testified to this already. "Absolutely no proof 
that it will reduce smokers' deaths from COPD." 

A. That's true. 

Q. Let's move to Number 3. "The evidence does 

not even support an argument that a positive test 
increases quit rates." 

A. I just summarized that evidence. 

Q. Let's go on to Number 4 then. "Eighty 

percent will have a normal test, even though every 
chronic smoker has some lung damage. They may be 
encouraged to keep smoking." 

A. I think that is a real worry. At this trial, 
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the jury has been told that if the test is normal, 
the recommendation is the same but urgency is less. 
And I absolutely disagree with that. 

The urgency to stop smoking is the same 
whether or not the test is abnormal because, of 
course, it can still do all the other bad things 
that smoking can do, all the other bad things. 

So if experts say there's less urgency, I 
would think that the smokers might be encouraged 
even more, thinking that their lungs are okay, so 
there's no worry about smoking. 

Q. Is the bottom line here. Doctor, that in 

asymptomatic smokers, spirometry is basically 
useless? 

A. I think in an asymptomatic smoker, you should 

not do spirometry until you can show, A., that it 
increases quit rates among smokers; and, B., that it 
does not encourage smokers with positive tests to 
keep smoking. 

Q. And if you added a C. to that, that it saved 

lives or reduced mortality, the answer to all three, 
A., B. and C., would be that the spirometry test 
does not provide that benefit; does it? 

A. Correct. 

Q. Doctor, I'm going to change subjects with 

you. 
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MR. WILLIAMS: 

I want to move to Exhibit DDA-2114 and 
request permission to publish. 

MR. BRUNO: 

Judge, I have no objection. I told you, 
I'm sorry, I have no objection to anything. 
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THE COURT: 

You may publish it. 

EXAMINATION BY MR. WILLIAMS: 

Q. Doctor, is that clear on your screen or do I 

need to get you a hard copy? 

A. Well, I can read the part on the right but 

it's not terribly clear. 

Q. Let me get you a hard copy. 

MR. WILLIAMS: 

May I approach. Your Honor? 

THE COURT: 

I have one. 

THE WITNESS: 

Thank you. 

EXAMINATION BY MR. WILLIAMS: 

Q. Do you have it. Dr. Louria? 

A. I do. 

Q. Dr. Louria, this is a chart entitled the 

medical monitoring factors. Let's look at the first 
factor. And let me ask you this question. 

If you need to determine whether a person has 
a significant exposure to a proven hazard — and 
here we're talking about cigarette smoking — do you 
need to make an individual assessment and take an 
individual history of that person? 

A. Sure. 

Q. You can't just do that on a class basis; can 

you? 

A. Well, if the class has different amounts of 

smoking and some still smoking and some not, of 
course, you have to take individual histories. 

Q. So you can't just look at this chart and tell 
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which people in this class have been significantly 
exposed to a known hazard and which haven't; can 
you? You need to talk to that particular person? 

A. Yeah, I think that makes sense. 

Q. Let's look at the second factor. In order to 

determine whether a smoker suffers a significantly 
increased risk of contracting a serious latent 
disease, you need to take an individual history of 
that particular smoker; wouldn't you? 

A. You would, sure, because the effects are 

dose-related. So you would have to know, for 
example, which of the smokers in your group were 
past smokers and for how long, and you'd have to 
know who limited themselves to less than ten 
cigarettes a day. That would be — That would be 
really relevant in this group with the proposed 
tests. 

Q. And the point being that's an individual 

thing? It will vary from person to person and you 
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20 need to know that individual person's history; 

21 right? 

22 A. Yeah, you — I mean, certainly for — I think 

23 it's true for all four. It certainly is true for 

24 both cancers. 

25 Q. When you said "it's true for all four," you 

26 were talking about all four tests or you're talking 

27 about all four of these factors, these are 

28 individual things? 

29 A. No, no, I'm talking about all four tests. 

30 Some of your — Even some of your current smokers 

31 may, in point of fact, not be at significant 

32 increased risk of adenocarcinoma of the lung or 
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1 bladder cancer if they're smoking few enough 

2 cigarettes. 

3 Q. And the point being that's an individual 

4 thing? You have to find out about that individual 

5 person? You couldn't just — 

6 A. Well, yeah, sure, you would. You would have 

7 to know who stopped and how long they had stopped 

8 and how heavily they smoked when they smoked, of 

9 course. 

10 Q. And those are individual factors? 

11 A. Oh, sure. That's what determines their risk. 

12 I don't think you'll find many, many one-to-ten-a- 

13 day cigarette smokers, one-to-nine, with chronic 

14 obstructive pulmonary disease. 

15 Q. And, Doctor, — 

16 A. And I know you won't find them with — 

17 especially if they're women. They won't have 

18 adenocarcinoma of the lung. And that's the only 

19 carcinoma we're talking about. They aren't at 

20 increased risk. And I don't think they're at 

21 increased risk of bladder cancer, either. Above 

22 that, of course, they are. Of course, they are. 

23 Q. Let's move on to Number 3. Isn't the same 

24 thing true there, that to determine if a smoker's 

25 risk of contracting a serious latent disease is 

26 greater than his or her risk of contracting the same 

27 disease had he or she not smoked, you would need 

28 detailed information on that particular individual? 

29 You couldn't answer that question on a whole class 

30 basis; isn't that right? 

31 A. Yeah. Yeah, that's right. 

32 And, again, I'm dividing it by amount smoked. 
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1 If they smoke a certain amount, there's no question 

2 that they are at higher risk, I mean, no question. 

3 But if they were able to limit themselves to less 

4 than ten a day, then that really changes just how 

5 much risk they have. And in some cases no, no 

6 demonstrated increased risks. 

7 Q. And we're talking about individual factors 

8 here that are specific to a specific person? 

9 A. Yeah, I think that's true. Within limits, 

10 that's true, certainly. 

11 Q. Now, Doctor, to assess a smoker's risk of 

12 developing a disease as compared to members of the 
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public at large, you, once again, you would need to 
know the individual facts, smoking history in 
particular, of that particular person; wouldn't you? 
A. You would. 

But I just want to make sure nobody 
interprets this as me saying smoking is safe. 

Q. Well, we don't think that. 

A. No, I understand that. 

Yeah, you're right. 

Q. It's an individual thing? 

A. It's individual. You have to know how much 

they smoked, for how long they've smoked, maybe even 
what kind of cigarettes they smoked. 

Q. And, Doctor, the fourth factor, do monitoring 

procedures exist that make the early detection of 
the disease possible? 



Do you 

see 

that? 


A. 

I do. 




Q. 

What' s 

the 

answer to 

that? 

A. 

Yeah, 

you 

can — you 

can detect some of these 
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diseases earlier, sure. Sure, you can. 

Q. And do you agree, though, that these tests 

can detect lung abnormalities, heart abnormalities 
and bladder abnormalities in asymptomatic people? 

A. Wait a minute. I'd exclude heart. 

But could you pick up bladder cancer or lung 
cancer or even COPD earlier with the test? Sure, I 
think that's possible. The relevant question is 
does it make any difference? 

Q. Does it save lives? 

A. Yeah. 

Q. And the answer is there is no proof of that; 

is there? 

A. Yeah, absolutely. 

But I don't want to say you couldn't pick it 

up earlier. I mean, that's the, in a sense, that's 
the whole debate about helical CAT scan. Pick it up 
so early you're going to hurt people. 

Q. Now, although these tests can detect 

abnormalities, does that mean they have detected the 
disease that's being screened for? 


A. 

We ' 

re still 

on 4 ? 

Q. 

Yes 

A separate question. 

A. 

Oh, 

I see. 

I see what you're asking. 


No. 

No, of 

course not. Because of every 


Because of the false positives with lung cancer and 
bladder cancer, a huge number of false positives, 
heart disease, a huge number of false positives, not 
with spirometry. 

Q. But there's no use in screening asymptomatic 

smokers? 

A. Oh, yeah, that's a different question. 
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Q. Right. 

A. But could you pick up — could you pick it up 

earlier if you did spirometry? "Yes." Then you say 
does it make any difference? The answer is "No." 

Q. Doctor, the fifth factor, "The monitoring 
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procedure has been prescribed by a qualified 
physician and is reasonably necessary, according to 
contemporary scientific principles." 

Are any of the proposed — the tests that 
plaintiffs propose reasonably necessary, according 
to contemporary scientific principles? 

A. Absolutely not. 

Q. And you're talking about not the low-dose 

helical CT scan? 

A. I'm talking about all four of the studies 

they propose for asymptomatic people are not 
documented by scientific evidence as to be either 
necessary or desirable. 

Q. You said studies. You mean the tests? 

A. The tests, exactly. 

Q. Now, Doctor, the sixth factor, "The 

prescribed monitoring regime is different from that 
normally recommended in the absence of exposure." 

Are you aware of any screening test recommended by 
the plaintiffs — Excuse me. Strike that. 

Are you aware of any screening test 
recommended by any major medical group to be given 
to smokers or former smokers only? 

A. Well, certainly not these four tests. 

Q. Well, that's what we're talking about, these 

four tests. 

A. In asymptomatic smokers? 
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Q. Right. 

A. Well, wait a minute. I've got to break that 

down. Recommended? These tests recommended to 
asymptomatic smokers? No, none of the groups 
recommend. 

But the way I read that, "The prescribed 
monitoring regime is different from that normally 
recommended in the absence of exposure," you 
wouldn't recommend spirometry to people who don't 
smoke unless they had, say, asthma. So I think 
that's different. 

Again, the question is why are you doing it? 
And there's no reason for doing it. But I think, to 
answer that strictly, I would answer three in one 
column and one in another column. 

Q. And I want to be clear on your columns. 

Your answer to the helical CT, the low-dose 
CT scan, the EKG and the bladder screening tests 
that plaintiffs propose is that no major medical 
group says give those to smokers or former smokers 
only? 

A. That's correct. 

Q. And when you're talking about the spirometry 

for COPD, what do you mean that's in another 
category? Do you mean it's — 

A. Well, you wouldn't even think of spirometry 

for nonsmokers who didn't have asthma. 

Q. Oh, you're talking about nonsmokers? Okay. 

A. Yeah. So the way that's written — 

Q. Just stay with me. 

For asymptomatic smokers and former smokers, 

you're not aware of any screening — you're not 
HUFFMAN & ROBINSON, INC., CERTIFIED COURT REPORTERS 
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aware of any major medical group recommending that 
they be screened with spirometry for COPD? 

A. Oh, that's correct. 

Q. Okay. Finally, Doctor, the seventh factor, 

are you aware of any demonstrated clinical value in 
testing this class by giving screening CT, by giving 
screening CT scans, stress EKGs, spirometry or 
bladder cancer tests to asymptomatic smokers or 
former smokers? 

A. Yeah, that's the easy one. The answer is 

absolutely no evidence of clinical benefit. 

MR. WILLIAMS: 

Your Honor, if I could have one moment 
to confer with my colleagues, I may be done. 

(Whereupon a discussion was held off the 
record.) 

MR. WILLIAMS: 

Your Honor, may I approach with Mr. 
Bruno? 

THE COURT: 

Yes . 

(Whereupon a bench conference is held at 
this time as follows:) 

THE COURT: 

Mr. Williams. 

MR. WILLIAMS: 

Your Honor, I cut my examination short. 
Dr. Louria is 74 years old and he seems to me 
that he's running out of gas. I would 
suggest that we recess. I don't know how Mr. 
Bruno feels about that, but that's just my 
suggestion. 
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MR. WITTMANN: 

I was just watching him. He seems like 
he's getting awfully tired. 

MR. BRUNO: 

I don't have any objection. Judge. I 
leave it to you. 

THE COURT: 

His jaws are tired. 

MR. WITTMANN: 

What's that? 

THE COURT: 

His jaws are tired. 

MR. WITTMANN: 

That may be true, too. Judge. He looks 
tired to me. 

THE COURT: 

Are you finished with your direct? 

MR. WILLIAMS: 

Yes . 

MR. BRUNO: 

It's your call. Judge. What do you want 
to do? 

THE COURT: 

Well, I can only ask you if you'd prefer 
to start your cross early in the morning. I 
think it might be beneficial to the witness. 
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if you do that. 

MR. BRUNO: 

I will do whatever Your Honor desires. 

THE COURT: 

We're going to recess and we'll start 
the cross in the morning. 
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MR. BRUNO: 

Thank you. 

MR. WILLIAMS: 

Do you want me to say, "No further 
questions"? 

THE COURT: 

Yes . 

MR. WITTMANN: 

You wanted to start early, you said? 

I didn't understand what you said. Did 
you say you wanted to start early in the 
morning? 

THE COURT: 

No, we're going to start his cross in 
the morning. 

MR. WITTMANN: 

That's my suggestion basically, yes. 

THE COURT: 

We're going to recess at this point. 

(Whereupon the bench conference is 
concluded at this time.) 

MR. WILLIAMS: 

Dr. Louria, the words you've been 
waiting for. No further questions from me at 
this time. 

THE WITNESS: 

Good. 

THE COURT: 

Ladies and gentlemen, we're going to 
recess for the day at this time. And we'll 
start with the cross-examination at 9:00 
o'clock tomorrow morning sharp. See you 
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then. 

THE JURY: 

9:00? 

THE COURT: 

9:30. I'm sorry. 9:30. 9:30. Now I 

know you're paying attention. 

(Whereupon the jury is excused at this 
time.) 

THE COURT: 

Let the record reflect the jury has left 
the courtroom. 

Anything for the record by plaintiffs' 
counsel? 

MR. BRUNO: 

No, Judge. 

THE COURT: 

Defense counsel? 

MR. WITTMANN: 

No, Your Honor. 
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THE COURT: 

You may step down. Doctor. 

THE WITNESS: 

Thank you. 

THE COURT: 

I wonder if it's reasonable to expect 
that the prediction of the close of the 
defendants' case would be on Thursday, June 
26th, is still valid? 

MR. WITTMANN: 

Your Honor, yes, I think it is. Subject 
only to clarification of the exhibits that 
we're still not completely in sync on in 
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terms of the objections. 

THE COURT: 

All right. We'll recess until 9:30 in 
the morning. 

MR. WITTMANN: 

Your Honor, before you do — 

THE COURT: 

Anything else for the record by defense 
counsel? 

MR. WITTMANN: 

It's not for the record. Judge. 

MR. WILLIAMS: 

I move for admission of two exhibits. 

THE COURT: 

Yes, I'm going to look at them. I took 
both of them under advisement: GMM-0495 and 
GMM-0504. 

MR. WILLIAMS: 

Thank you. That's correct. Your Honor. 

THE COURT: 

I will rule in the morning. 

MR. WITTMANN: 

Your Honor, as you point out, we're 
nearing the end of our case. And I was 
talking with Mr. Herman earlier today if 
you had any idea of what you will be doing 
schedule-wise in terms of the jury charge 
conference, interrogatory conference. 

THE COURT: 

Yes, I'm glad you brought that up. If 
you folks will listen up. I'll tell you what 
my aspirational schedule is. 
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Let's back into it. I expect that 
closing argument can begin on July 8th. I 
expect closing argument — 

MR. WITTMANN: 

What day is that. Judge? 

THE SPECIAL MASTER: 

Tuesday. 

THE COURT: 

— and jury charge to be completed by 
July 10th. I expect the charge conference in 
this case on July 7th. The law requires I 
give you the charges before the charge 


http://legacy.library.ucsf .©dufti)^i\hittP28(M/ipffilfindustrydocuments.ucsf.edu/docs/rkhl0001 



13 

14 

15 

16 

17 

18 

19 

20 
21 
22 

23 

24 

25 

26 

27 

28 

29 

30 

31 

32 


1 

2 

3 

4 

5 

6 

7 

8 
9 

10 

11 

12 

13 

14 

15 

16 

17 

18 

19 

20 
21 
22 

23 

24 

25 

26 

27 

28 

29 

30 

31 

32 


1 

2 

3 

4 

5 


conference. And I don't think there's any 
minimum time that must elapse between 
delivery of the charges and the charge 
conference. I'll give you as much time as 
I'm able to. I'm not sure how much time that 
will be. It depends on when I and my staff 
complete the work on the suggested charges 
and the verdict form. 

Given that, if the testimony ends on 
tomorrow, then the time between the close of 
the day tomorrow and the charge conference 
are basically going to be dark days, working 
on the jury charges and on the verdict form. 

Does that help you? 

MR. WITTMANN: 

A little bit. 

What about the interrogatory to the 
jury, the interrogatories to the jury? 

THE COURT: 

That's what I mean when I say verdict 
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form. That's interrogatories. 

MR. WITTMANN: 

Okay. But that would be on July 7th? 

THE COURT: 

The charge conference — 

MR. WITTMANN: 

I understand. 

THE COURT: 

— I'm contemplating on July 7th. 

And that's the jury charge and the 
verdict form — 

MR. WITTMANN: 

Okay. All right. 

THE COURT: 

— in the charge conference. And I 
didn't make that clear, I'm sorry. 

MR. WITTMANN: 

Okay. I was just going to suggest that 
doesn't give us a lot of time to work with 
the verdict form and the charges prior to 
closing argument. 

THE COURT: 

The alternative is to cut down the time 
between the close of testimony and the charge 
conference, which I don't feel comfortable 
with. 

If it's completed before the 7th, I will 
deliver it to you before the 7th. But I'm 
going to give it to both sides just as soon 
as I finish the documents, the charge that I 
will read to the jury and the verdict form. 

MR. RUSS HERMAN: 
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Your Honor, I have a — 

THE COURT: 

And as soon as I can give it to you, 
you'll get it. 

Mr. Herman? 
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MR. RUSS HERMAN: 

Yes, Your Honor. 

I apologize. I missed the two or three 
— and my screen's not on — I missed the two 
or three words that preceded your statement 
about July 10th. 

I understood that we would close — 

THE COURT: 

I expect the closing argument and the 
jury charge to be completed July 10th. And 
the jury gets the case, starts deliberating 
on the 11th. 

MR. RUSS HERMAN: 

Just one other question. Your Honor. 

I had suggested to Mr. Copley that the 
plaintiffs and defendants consider a 
moratorium on any motions being filed between 
July 3rd and July 7th so that we can fully 
prepare for the charge conference and 
closing. I haven't heard a response to that. 
But if there's going to be a moratorium, it's 
got to be by stipulation. And I bring that 
up now. 

In addition to that, we will advise The 
Court tomorrow after Dr. Louria's cross- 
examination and redirect, if any, as to 
whether we intend to call a rebuttal witness. 
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If we do call a rebuttal witness, Monday is a 
workday and we'd contemplate getting those 
witnesses in here on Monday. 

THE COURT: 

Okay. Any other questions? 

MR. WITTMANN: 

No, Your Honor. 

MR. LONG: 

Your Honor, as to Mr. Herman's request 
about the moratorium, we're going to have a 
defense counsel meeting right after this. 

And we'll discuss that. 

THE COURT: 

I have nothing from either side in 
writing on the procedure to be employed when 
the case is given to the jury, that is, after 
my jury charge is concluded, with regard to 
the alternates. 

MR. RUSS HERMAN: 

Your Honor, we're working on a brief 
right now that we would hope to submit 
probably no later than Monday and, hopefully, 
by Friday. 

MR. LONG: 

We can have our brief due Friday or 
Monday. 

THE COURT: 

Okay. 

MR. LONG: 

My understanding is that Your Honor, if 
after Phase I, it's apparent from the verdict 
that there is going to be a Phase II, that at 
HUFFMAN & ROBINSON, INC., CERTIFIED COURT REPORTERS 
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least the jurors who sat in the deliberations 
on Phase I will not be discharged, they'll be 
kept for Phase II? 

THE COURT: 

That's my intention. 

MR. LONG: 

Okay. 

THE COURT: 

And the alternates, also. 

MR. LONG: 

Okay. 

THE COURT: 

That's my plan. 

MR. LONG: 

Okay. 

THE COURT: 

Anything else before we recess for 
today? 

MR. WITTMANN: 

No, Your Honor. 

THE COURT: 

We'll recess until 9:30 in the morning. 
(Whereupon the proceedings were 
adjourned at 3:36 o'clock p.m.) 

★ ★ ★ ★ ★ 
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